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510(k) “Substantial Equivalence”
Decision-Making Process (Overview)

New Device is Compared to
Marketed Device*
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J No
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Information Equivalence?***
Yes

“Substantially Equivalent”
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* 510(k) Submissions Compare New Devices to Marketed Devices. FDA Requests Additional Information
il the Relationship Between Marketed and “Predicate” (Pre-Amendments or
Reclassitied Post-Amendments) Device is Unclear.

** This Decision is Normally Based on Descriptive Information Alone, But Limited Testing Intormation

is Sometimes Required.
*** Data May Be in the 510(k), Other 510(k)s, The Center's Classification Files, or the Lilerature.



